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OQTIKO dudAvpa vtepoieldiov vdopoyovou 3% w/w

Hydrogen Peroxide Ear Solution 3% w/w

BLBAloypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

MpoéAsvon kKat mpdéoRaocn otnv mnyn / Provenance and source access

H npoéAevon, n €k6oon Kol Ta dpLa TWY MAPEXOUEVWY QAMOCTIACUATWY/BLRALOYPAPLKWY avapopwyv dlatnpoldvTal.
To ke{pevo glval n mapexduevn Kat avabewpnuévn eyypaen Sikalias, éxL véa mARpNG avadnuoaievon tou
npwTtoTiNoL TG NMNYNG. MNpdoPfacn oto MAAPEG MPWTOTLTO Y{vETAL OTOV EMONUO EKOATN, PE TNV AMALTOOUEVN
4abeta fj ouvdpopr. Agv SNAWVETAL OTL EKKPEUEC alTnua emavdypnong €xeL eyKpLOel.

Source provenance, edition and limits of supplied extracts/references are retained. This is the supplied and
revised Sikalias record, not a newly supplied complete publisher-original text. Consult the official publisher for full
originals under the required licence or subscription. No pending reuse request is represented as approved.

Z0vOeon avagopdc / Reference formula

Bdon / Basis: 30 g

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

AtdAvpa vrepogeldiov vdpoydvov 30% w/w 3.09
Hydrogen peroxide solution 30% w/w

KekaBapuévo 08w g.s.ad 30 g
Purified water

MNeprypag@n okevaopatog / Preparation description

QTS BldALVpa | oTaydveg: QTIKS dLdAvpa viepoEeldiov LEpoydvoL 3% w/w. MpdobeTa KPLTHPLA ELPAVIONG eV
TEKUNPLWYOVTOL 0TO E€TAOBEY €LBLKO KelpEVO.

Ear solution or drops: Hydrogen Peroxide Ear Solution 3% w/w. Additional appearance criteria are not established
by the specific text reviewed.

References: [1]

Apaon kat xpAon / Action and use
Amnoudkpuvon BuopdTwy KLUYPeA(Bac wTtédc.
Removal of earwax plugs.

References: [1]

Mpobiaypagéc / Specifications

Ievikd dplo FTM 2010: 90-110% tnG SnAwHEVNG SpaoTIkAG, kTS WOIKAC eEalpeanc (PDF geA. 15). Epapudlovtal
KoL oL EAEYXOL TNG QUPUAKOTEXVIKIG HOPONAC.

FTM 2010 general active-content range: 90-110% of declared amount unless specifically excepted (PDF p.15).
Dosage-form requirements also apply.

References: [1]
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®wg / Light

Mo to TeAkd okevaopa n nyr opiCeL:
Kaotavéyxpwun eLaAn Atyo peyaAdtepn and tnv noagdtnta: 2-8 °C, nmpootacia and ¢wg.

For the finished product the source specifies:
Amber bottle slightly larger than the filled quantity; 2-8 °C, protected from light.

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation

Aev mapéxeTal HEAETN 0EEWOWTIKAC OTAOEPATNTAC TOL TEALKOD HiypaTog o0TE anaitnon adpavolg atudéoealpac.
Tnpe(tal o MEPLEKTNG TNG MNYAG.

No oxidative stability study of the finished mixture or inert-atmosphere requirement is provided. Use the source
container.

References: [1]

Nepo kat diaAvtéTnTa / Water and solubility

Agv 6{veTal mMOoOTIKS Oplo LEPOAVLTIKAG OTABEPATNTAC TNG CLYKEKPLHEVNG o0vBeonc. H moodTnTa Kot moldtnTa
vePoL dev peTaBAAAETAL Qb TN guvTaYH.

No quantitative hydrolytic stability limit is given for this formula. Retain the prescribed water amount and quality.

References: [1]

Yypaocia / Humidity

Agv SlveTatl aplBunTkd éplo oxeTIKAG bypaciag yla To TeAkd okebaoua. AopedyovTtat daBpoxh MPWTWY LAWY
KL LETOPOPE CUUTMUKVWHETWY OTOV MEPLEKTN.

No numerical relative-humidity limit is given for the finished product. Prevent raw-material wetting and
condensation entering the container.

References: [1]

Oeppokpacia / Temperature

Mo to TeAkS okebaopa n nyr opiCeL:
KaoTtavéypwun eLaAn Atyo peyaAdtepn and tnv noogdtnta: 2-8 °C, nmpootadia and ¢wg.

For the finished product the source specifies:
Amber bottle slightly larger than the filled quantity; 2-8 °C, protected from light.

References: [1]

pH kait cupBatéTnTa / pH and compatibility

Agv op(Cetal eldlkd e0poC pH ToL TEALKOD OKELAOUOTOC. Agv TpooTiBeTal puBULOTAG pH XWPI(C TEKUNPLWHEVN
aAAayr Tng obvbeonc.

No finished-product pH range is specified. Do not add a pH adjuster without a supported formula change.

References: [1]

AAAec aAAnAemidpaoelg / Other interactions

Agv opéxeTal MARPNG doKLUA cLPBATATNTAC TOL UiYHOTOC HE MPdoBeTa HpaoTIKA 1} SlapopeTikd €kboya. Ot
LTIOKATAOTAOELG amaLlTolY XwPLloTh Tekunpiwon.

No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.
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References: [1]

EwbiIkd otolxeia ovotatikwyv / Ingredient-specific information

Tavtonoinon kat Bdon ¢Oylong:

e AtdAvpa vtepoEeldiov vépoydvov 30% w/w: 3.0 g.

¢ KekaBapuévo OOwp: g.s. ad 30 g.

OL dSNAWpEVECG popPéc/moldTNTEG aviikouy atnv akpLBry cbveean tTng mnNyrng.

Identity and weighing basis:

* Hydrogen peroxide solution 30% w/w: 3.0 g.

* Purified water: g.s. ad 30 g.

The specified chemical forms/grades belong to the exact source formula.

References: [1]

MpooTtacia epyalopévwy / Staff protection

KaBapn pokpupdvikn epyaotnplakr evdupaoia, KEAvwn PaAALWY KoL YEVTLO KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amnd emudAvvon/ebopd.

Xelwplotelte TN TOyLon kot AstotpiBnon oe xwpo/dldtagn mov neplopifel Slaomopd Koviwy, e mpooTaaia
0QOUALWY- 0 TOMOG AVAMVELOTIKAG MpooTaciag Kabopi(CeTal and Tn cuyKekpLlpévn €KOeon.

Clean long-sleeved laboratory clothing, hair covering and gloves during handling; change gloves after
contamination or damage.

Contain powder during weighing and trituration and use eye protection; select respiratory protection for the
actual exposure.

References: [11], [2], [3]

EKTipnon kKivdéovovu / Risk assessment

ZuykekpLuévn moptida avaeopdq: 30 g. Mpwto ovotaTtikd: AldAvpa vriepogeldiov vdpoydvouv 30% w/w, 3.0 g.
EAéyETE aveEdpTnTa TN XNULKA HOPQH, TG HOVASEC KAl K&BE KALMAKWaON mpwv and CoyLon.

EmBeBaiwrote 6TL N epappoyr dev anattel otelpo mpoidy Kat 6TL N KATAOTACN TOL TUMMAVOL EMLTPEMEL TN
guvtayoypaenuévn obveeon. H wTikA emoiuavon MPEMeL va amoKAE(EL o0yYLON HE OQOUAULKEC OTayOVEC.
KataypdyTte yla TNV TOMKA avdAuon moodTnTa avd napaokevr, ouxvotTnTa £pyaoiag, dtdpkela avolkTol
XELPLOPOD, TIBaVEC 0600¢ €KBEONC KL ATIOTEAECHATIKOTNTA TWY HETPWY EAEyXoL. AuTd elval otowxela etlaébouv
™G a§loAdynong- 6ev anodideTal mPooXNUATIKOG TEAKOG BaBudG Kwdivou.

Znuelo eAéyyou amnodéopevong: emBeBatwote TeAkd dyko 1 udla otn Beppokpacia avagopdc, diadyela A
npoBAenOueVN dlaomopd Kal CLHEWVIA TEPLEKTN/MWUATOC HE TN ouvTayr. Ma OYKOUETPLKY avaywyr KNy
€ELOWVETE g e ML XWPI(¢ TEKUNPLWUEVN TTIUKVOTNTA.

Reference batch: 30 g. First ingredient: Hydrogen peroxide solution 30% w/w, 3.0 g. Independently check
chemical form, units and every scale conversion before weighing.

Confirm that the application does not require a sterile product and that tympanic-membrane status permits the
prescribed formula. Otic labelling must prevent confusion with eye drops.

For the local assessment record quantity per preparation, work frequency, duration of open handling, potential
exposure routes and effectiveness of controls. These are assessment inputs; no fictitious final risk score is
assigned.

Release checkpoint: confirm final volume or mass at the reference temperature, intended clarity or dispersion,
and specified container/closure. Do not equate grams and millilitres without a justified density.

References: [1], [6], [8]

ZuvOnkec mapaokevng / Compounding conditions

Mpw amnd avduEn: Tavtonolnon XNUIKAG HopeA¢ Kal mapTidag kABe cuoTaTIKOD, KaTaypapr BEWPNTIKWY
TMOCOTATWY Kal £AgyX0G KaBapldtnTtag Tov e§omAtopol. Ot Beppokpaaieg kat n oelpd npoadrikng elval auTég TNG
nopakdTw dladikaoiag.
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Before mixing: verify each ingredient’s chemical form and lot, record theoretical amounts and check equipment
cleanliness. Follow the temperatures and addition sequence in the procedure below.

References: [1], [3]

Texkpnpiwon BUD / BUD rationale

Aldpkela otnv Nyn: lotopkd: 1 eBdoudda, Kat peTd Tto dvolryua evtdg AENC.

H dudpkela avtr elvatl 0dnyla TNG CLYKEKPLUEVNG QappaKoToLaG/MNYAG. ZTOV MapovTa EAeyx0o dev emaAnBe0TNKE
MAAPNG TPWTOYEVAC MEAETN TIOL VO TEKHUNPLWVEL TAVTOXPOVA XNHLKH, PUOLKH Kol UIKPOBLOAOYLKHA EMEKTAON TNG
(6lac TeAkig obvBeonc.

EmAeYEVOG oLVTNPNTLIKOG YEVIKOG KOvOvaCG: €wG 14 nuépeC oToug 2-8 °C yla LBATLKA HOPEH XWPIC EMAPKWG
TEKUNPLWHEVN cuvThpnaon. Mpobndébeon lvat 6TL N YOEN dev mpokaAel KaBITnon, un avacTPEYPLUO Slaxwploud 1
GAAN amWAELa KATAAANASTNTAC. AV auTrh N Mpolnédean anoTtoxeL, 6ev xpnowuomnote{tatl To 14AUEpo o€
Beppokpacia dwuatiov- anatte{tal bk TekUnpiwaon cdvtoung xpriong.

To 6plo BLRALOYPAPLKAG ava@opdc TnS nmapoloac ékdoong lval n cuvtopdTeEPN HETAED TNG Mapandvw dldpkeLlag
TNYAG Kal Tou YeVLKoL oplov. MNa napdtaon anotte{tal TeEKunpiwaon mov KAAOTTEL
SpaoTIKA/EKBOXO/MEPLEKTIKOTNTA, MEPLEKTN, Oepokpaaia, HEB0B0 eVOELKTIKH 0TABEPSTNTAC KaL, YLa LOATLKN
EMEKTAON, TNV AMALTOOUEVN HikpoBLloAoyikr Tekunpiwon. Epapuootéa enionun USP-NF povoypagia aglooyeital
XWPLOTA 0To MARPEC KE(eVS TNG.

Huepounvia xpriong = n evwpitepn emtpenth nUepopnvia and napaokevr + emAeyuévn dldpkela, AREELC TPWTWY
LAWY KoL TUXOY CLVTOPOTEPO TEKUNPLWHEVO Oplo. O Xpdvog HETA To dvolyua dev mapaTteivel To cLVoALké BUD. H
TeAKA NUEPOUNV{O CUUMANPWVETAL YLA TN CLYKEKPLUEVN TTaPTIBA HETE TOLG EAEYXOULG.

O yevikdG kavédvag anoteAel ouvTNPENTLIKS dpLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTidac. H katnyopia ovuvdéeTal pe TNV TEALKA oOVOEON, TN cLVTAPNON KAl TG EMTPENOUEVEG BEpUoKkpaaiec. H
TR aw 6gv MPOKOMTEL and TO M0G0 TO VEPOL | TNV AMWAELX KATA TN Efpavan. MNa Tekunpiwaon xpnolonotioTe
SOP-014 kat F-006- ywa €161krj aw, SOP-017 kat F-012.

H USP 6¢ev amnattel pétpnon aw oe kKadBe pn otelpo napaockebaopa. H tekunpuwuévn tagvéunon tng
OLYKEKPLIEVNG oVvBeaNnG pnopel va xpnotpomole{tat wg 0dnyd¢: kataypdeeTal pnTéd WG eKTiNON Kot OxL WG
pétpnon. Auei{BoAn | oplakr tagwéunon anattel €6kd TEKPAPLO A KATAAANAN HéTPnon. H nuepounvia TeAkoO
okevdopaToc 6ev vepPBaivel Tn SlaBéoun NUEpounvia Twy BN MUPACKEVATUEVWY CLOTATIKWY/BACEWY, EKTOC Qv
€xeL vloBeTNBel emapkrg e8Ik TekUNP{woN yla TNV akpLBr] TeAk obvBean.

AL6pBwaon aptdunTikoL opl{ov UNTPWOUL: €WG 7 NUEPEC WG ouvTNENTIKS dpLo avaeopdc, TPy and Tuxov
ouvvtoudTEPEG AfEeLg/nuepounviec Bdocwy. MNa tn peTatpond TNG nopoloag €Kdoong xpnotuomotovtol 28
NUEPEG avd 1 nuepoAoylakd priva kot 89 nuépeg avd 3 nUEPOAOYLAKOUG UAVEG: oL Bdouddeq peTatpénovtal oe 7
Nuépec. OL mpwTdTUTEG HOVABEC TNG MNYAC SlatnpolvTal. MPOKELTAL YIa GUVTOAKTLKE MOALTLKH METATPOMAG, OXL
yla véo anoTtéAeopa otabepdTnTag 1 avtduaTn anodéouevon.

Period reported by source: Historical: 1 week, also in-use within expiry.

This duration is a specific formulary/source instruction. This review did not verify a complete primary study
establishing chemical, physical and microbiological extension for the same finished formulation.

Selected conservative general rule: up to 14 days at 2-8 °C for an aqueous form without adequately established
preservation. Refrigeration must not cause precipitation, irreversible separation or other loss of suitability. If that
condition fails, do not apply 14 days at room temperature; obtain specific short-use evidence.

The reference-policy ceiling in this edition is the shorter of the source period above and the general ceiling.
Extension needs matching active/excipients/strength, container, temperature, a stability-indicating method and
the required microbiological evidence for aqueous extension. An applicable official USP-NF compounded
monograph is assessed separately in its complete text.

Use-by date = the earliest allowed date from preparation plus selected period, ingredient expiries and any shorter
supported limit. In-use dating never extends overall BUD. Complete the actual date for the batch after the
required checks.

A default is a conservative dating limit, not experimental proof of batch stability. Its category depends on final
composition, preservation and permitted temperatures. Water percentage or loss on drying does not determine
aw. Document using SOP-014/F-006; use SOP-017/F-012 for specific aw evidence.

USP does not require water-activity measurement for every nonsterile preparation. A justified classification of the
actual formulation may guide dating; record it explicitly as inferred, not measured. Uncertain or borderline
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classification requires specific evidence or a suitable measurement. Finished-product dating does not outlast the
available dating of previously compounded components/bases unless adequate specific evidence for the exact
finished preparation has been formally adopted.

Register correction: at most 7 days as a conservative reference cap before any shorter expiry/component date.
This edition converts one calendar month to 28 days and three calendar months to 89 days; weeks are converted
to seven days. Original source units are retained. This is an editorial conversion policy, not a new stability result or
automatic release.

References: [11], [4], [5], [7], [9]

Mpoamaitovpeva / Prerequisites

Aev anatteltal xwploth Bdon pe KwdKS uNTPWOoL. Tuxdy EUMOPLKS OYNUA TTHPAUEVEL TO AKPLBEC KATOVOUATOUEVO
npotév tou nivaka.

No separately registered base is required. Any commercial vehicle remains the exact named product in the
formula table.

References: [1]

EEomAlonog / Equipment

Zuyo6G KaTdAANANG eAdxLoTngG 0ylong, youdi/omepog i opoyevonolnthg, doxela avaulgEng, ondTovAEg,
BepudueTpo TV LTIAPXEL Bépuavan, dpyava oykopéTpnong yla moodtnteg mL.

Balance with suitable minimum weight, mortar/pestle or homogeniser, mixing vessels, spatulas, thermometer for
heated processes and volumetric equipment for mL quantities.

References: [1]

M£0060¢ mapaokevng / Compounding method

MNpoobéote 3 g SlaAdpaTtog vrepogeldiov 30% o€ 27 g mpdopata Bpaguévou kat yuxBévtog 0daTOG.
OpoyevormoLlioTe.

Add 3 g of 30% peroxide solution to 27 g freshly boiled and cooled water; mix uniformly.

References: [1]

MNapatnpnioelg / Observations

EAeyX0GC KATAAANASTNTOG WTLKAG XPAoNG: n nyr avtevdeikvutal o€ LoTtopikd wtdppotac A Sldtpnong Tuumdvou.
XELPLOPOC CLUTTUKVWUEVOL OEELBWTIKOD PE KATAAANAQ péoa.

Assess ear suitability: source contraindicates use with otorrhoea history or tympanic perforation. Use appropriate
controls for concentrated oxidant.

References: [1]
MepLékTnG KaiL cvokevaoia / Container and packaging
datokiTpvn QLEAN Alyo peyaAlTePn amnd Tov OyKo TNG MOPACTKELAC.

Amber bottle slightly larger than the preparation volume.

References: [1]
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MowoTikOG éAeyxoG / Quality control

Fevikd 6plo FTM 2010: 90-110% tng dnAwpévng 6paoTikig, eKTOGC €6LKAG eEaipeang (PDF oeA. 15). Epapudlovtal
Kot oL EAEYXOL TNG QOUPHUAKOTEYXVIKAG HOPPG.

H uébodog, to éplo amodoync, N MPAYHATIKI TIUA KoL 0 EAEYKTAC KaTaypdgovTal XwploTd ato F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n emavdAnyn eAéyxwv xpeltdleTal
attoAdynon.

FTM 2010 general active-content range: 90-110% of declared amount unless specifically excepted (PDF p.15).
Dosage-form requirements also apply.

Record the method, acceptance criterion, actual result and reviewer separately in F-005. A critical specification
failure requires quarantine and investigation under SOP-015; retesting needs justification.

References: [1], [8]

®0Aain / Storage

ZUVOAKEC/MEPLEKTNG TIOL avaQépeL N NYH: KaoTtavdyxpwun eLaAn Alyo peyaAdtepn and tnv noogdtnta: 2-8 °C,
npoogtaoia and ewg.

Mo 10 eMAEYUEVO YEVIKO avwTaTo 6pLo: 2-8 °C, epdoov dlatnpoldvTal N UK KATAAANASTNTA KAl N
ouuBaTATNTA UE TN OLYKEKPLPEYN TINYH. Agv epapudleTal To 14rjuepo og Beppokpaoia dwuatiov.

Source-reported conditions/container: Amber bottle slightly larger than the filled quantity; 2-8 °C, protected from
light.

For the selected general ceiling: 2-8 °C, provided physical suitability and compatibility with the specific source are
maintained. The 14-day rule does not apply at room temperature.

References: [1], [4], [5]

AwaOeon / Dispensing

AldBeon pe oaer 066 xprioncg, MePLEKTIKOTNTA Kot nuepounvia xpriong. H moodtnTa avd epapuoyr Kot n
oLYVOTNTA CUUMANPWVOVTAL COUPWVA UE TN cLVTAYH.

Dispense with a clear route, strength and use-by date. Complete amount per application and frequency from the
prescription.

References: [1]

EmioApavon / Labelling

QT dldAvpa vriepogeldiov vEpoydvoLv 3% w/w

QTkA xpAon, Hoévo émov dev anatte{tal oTeEPOITNTA

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AobBevrig / 66an / ouxvéTnTa:

®OAAEN: 2-8 °C, petd TNV enBeBaiwon KataAAnAdTnTOC YoENC.
©epuokpaoia yta to BUD autAg tng naptidag:

Hydrogen Peroxide Ear Solution 3% w/w

Otic use only where sterility is not required

Quantity: _ Batch:

Prepared: __ Useby:

Patient / dose / frequency:

Storage: 2-8 °C, after confirming suitability for refrigeration.
Temperature for this batch BUD:

References: [1], [4], [5]
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v9_controls / v9_controls

To apBunTiké 6plo oto apyelo elval pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €YEL
opltotel BUD mpayuaTikAc mopTidag Kat 6ev éyxouv napaydel petprioelc aw. H akplBrigc obvBeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N GUAAEN Kol Ta aTolxela eAéyyou PEMEL val YKPLOODVY YLl TN CUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapEn tng napaokevig. Epapudletal To GUVTOUGTEPO
TEKUNPLWHEVO 6PLo, PE XWPLOTO €AeyY0 BLdpKeELaG HETA TO dvolypa. Ta dpla USP elval texviké mAaiolo kat dev
napovotdfovtal wg eAANVIKY vouobeaia.

The numeric value is a literature reference ceiling subject to its specific conditions. No actual batch BUD has been
assigned and no aw measurements have been produced. The exact formula, prerequisites, container, storage and
quality evidence require approval for the actual application. The BUD clock starts when compounding begins. Use
the shortest applicable supported limit and assess in-use dating separately. USP categories are a technical
framework and are not presented as Greek legislation.

AVEEGPTNTN EAANVLKA KOl ayYALKH andédoon/opydvwaon oTolxelwy TNG avaeepdpuevnc mNyng. Aev anoteAel enlonun petdgpaon fi €ykplon tTov
€kdOTN.

Independent Greek/English adaptation and organisation of facts from the cited source. This is not an official translation or publisher
endorsement.

Mnyéc katL mapamnounég / Sources and references

[1] Formulaire Thérapeutique Magistral 2010 - M-IlI-3-a-1

2010 | PDF pp. 1009-1010 | master formula | 2026-09-10
https://www.fagg-afmps.be/sites/default/files/downloads/FTM_Pharmaciens_Edition_2010.pdf

[2] PN/L/PG/002/00 INDUMENTARIA

Awabéoipo kelpevo / Retrieved text | PDF pp. 1-5 | general staff protection | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_002_00.pdf
[3]1 ASHP - USP <795> Key Changes

2023 | pp. 1-3: scope, water activity and staff precautions | professional guidance; not the licensed USP chapter | 2026-09-12
https://www.ashp.org/-/media/assets/pharmacy-practice/resource-centers/compounding/docs/USP-795-Key-Changes.pdf

[4] Texas State Board of Pharmacy - adopted 22 TAC §291.131, nonsterile compounding

Texas Register, 7 June 2024 | Beyond-use dating: aw categories, 14/35/90/180 days, limits and extensions | public regulatory implementation
of USP <795> BUD framework; not Greek law | 2026-09-12

https://www.sos.state.tx.us/texreg/archive/June72024/Adopted%20Rules/22.EXAMINING%20BOARDS.html
[5] Illinois IDFPR - Nonsterile Compounding Self-Inspection Report

Public checklist, retrieved 12 September 2026 | pp. 15-16, Establishing beyond-use dates | Public regulatory implementation of USP <795>;
not Greek law; general limits and requirements for extension | 2026-09-12

https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf
[6] NIOSH - Managing Hazardous Drug Exposures: Information for Healthcare Settings

2023; DHHS (NIOSH) 2023-130 | Risk assessment; printed pp. 27-33, activity/formulation control table | Workplace exposure, hierarchy of
controls and activity-specific PPE; US government public-domain document | 2026-09-12

https://www.cdc.gov/niosh/docs/2023-130/2023-130.pdf?id=10.26616%2FNIOSHPUB2023130
[7] USP - Compounding Standards and Beyond-Use Dates, 2022 update

November 2022, published by USP; public copy hosted by Mississippi Board | pp. 1-2; nonsterile table | Risk-based default categories; not
product-specific stability or Greek law | 2026-09-12

https://www.mbp.ms.gov/sites/default/files/2023-03/USP_Compounding_BUD_Fact_Sheet.pdf
[8] PIC/S - Guide to Good Practices for the Preparation of Medicinal Products in Healthcare Establishments

PE 010-4, 1 March 2014 | Chapters 1-9; Annex 2 (nonsterile liquids, creams, ointments) | Professional quality-system framework; not
automatic national legal adoption or certification | 2026-09-12

https://picscheme.org/docview/3443
[9] USP - General Chapter <795> FAQs (official, updated 1 November 2023)

Updated 1 November 2023; retrieved 14 October 2026 | Q52, Q61-64; use with the applicable full chapter | Water-activity classification,
component dating and BUD documentation; general professional framework, not a Greek legal adoption or formula-specific study |
2026-10-14

https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0
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